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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on January 
18, 2006 has been entered. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or In public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 10, 12, 13, 15, 25, 29, and 30 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Hyde et al. (4,841,949). Hyde et al. disclose, at least in figures 1, 4, 
and 6, a device having a curved shaft (11) with proximal and distal ends, at least one 
closing element (e.g., 20), a means for closing the left atrial appendage, or a loop; and 
an expander (e.g., 14) or inflatable balloon, where the curvature of the shaft is 
adjustable (by its intravascular insertion), and where the distal end is configured for 
performing diagnostic or therapeutic procedures (according to col. 3, lines 2-7). Note: 
The introductory statement of intended use ("for closing a left atrial appendage of a 
heart") has been carefully considered but deemed not to impose any structural 
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limitations on the claims patentably distinguishable over the device of Hyde et al., which 
is capable of being used as claimed if one desires to do so. 

4. Claims 20-23 and 34 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Cawood (4,759,348). Cawood discloses, at least in figures 1-5, a device having a 
curved shaft (21) with proximal and distal ends and at least one closing element (20) 
carried by the shaft and configured to simultaneously engage opposite side surface of 
the left atrial appendage, where the shaft has at least one lumen (26), and where the 
shaft has a longitudinal axis extending from the proximal end to the distal end, a width 
dimension measured perpendicular to the longitudinal axis, and a thickness dimension 
measured perpendicular to the longitudinal axis and perpendicular to the width 
dimension, and wherein over at least the majority of the length of the shaft, the width 
dimension is greater than the thickness dimension. Cawood also discloses that the 
device includes a viewing scope (25), a handle (22), and a second lumen (27) in the 
shaft. Note: The introductory statement of intended use ("for closing a left atrial 
appendage of a heart") has been carefully considered but deemed not to impose any 
structural limitations on the claims patentably distinguishable over the device of 
Cawood, which is capable of being used as claimed if one desires to do so. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co,, 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claim 11 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hyde. 
Hyde discloses the invention substantially as claimed, but does not disclose the length, 
width, and thickness dimensions for the shaft as claimed. Nevertheless, it would have 
been an obvious matter of design choice to size the shaft of Hyde as claimed, since 
such modifications would have involved mere changes in the size of the shaft. Changes 
in size are generally recognized as being within the level of ordinary skill in the art. 

7. Claims 16-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ouchi (3,703,169). (4,841,949). Ouchi discloses the invention substantially as claimed, 
where the shaft has a lumen with an exit port (16) spaced inwardly from the distal end of 
the shaft, and where the shaft can be used with forceps (see col. 1, lines 4-8), which is 

a closing element or a grasping tool. However, Ouchi does not disclose that the shaft . 
has a lumen with an exit port spaced inwardly from the distal end in the range from 0.5 
cm to 5 cm. Nevertheless, it would have been an obvious matter of design choice to 
space the exit port on the shaft of Ouchi as claimed, since such a modification would 
have involved a mere change in the size of the shaft and related components. A 
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change in size is generally recognized as being within the level of ordinary skill in the 
art. 

8. Claims 32 and 33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ouchi in view Whayne et aL (5,865,791). Ouchi discloses the invention 
substantially as claimed. Ouchi discloses a device that is usable with endoscopic 
medical instruments. However, Ouchi does not disclose a closing element including a 
loop or clip. Whayne et al. teach, in figures 17 and 20, endoscopic medical instruments 
having closing elements including a loop (e.g., 90) or a clip (e.g., 82). It would have 
been an obvious matter of design choice to apply endoscopic medical instruments or 
closing elements as taught by Whayne et al. in the device of Ouchi. The choice of a 
closing element, e.g. a loop or a clip, would be dependent upon the therapeutic 
demands of a surgeon. 

Allowable Subject Matter 

9. Claims 14, 19, 31, 35, and 36 are objected to as being dependent upon a 
rejected base claim, but would be allowable if rewritten in independent form including all 
of the limitations of the base claim and any intervening claims. 

1 0. The following is a statement of reasons for the indication of allowable subject 
matter: None of the prior art of record, alone or in combination, discloses a device 
including, inter alia, a shaft and at least one closing element carried by the shaft, and an 
expander, where the device has a crescent-shaped cross-section, where the closing 
element comprises a grasping tool as a first closing element, while the device has a 
second closing element adapted to permanently close the left atrial appendage; where 
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the closing element is a clip, and where the shaft has a width dimension greater than a 
thickness dimension over a majority of the length of the shaft and has an exit port 
spaced from the distal end of the shaft. 

As allowable subject matter has been indicated, applicant's reply must either 
comply with all formal requirements or specifically traverse each requirement not 
complied with. See 37 CFR 1.111(b) and MPEP § 707.07(a). 

Response to Amendment 

11, Applicant's arguments with respect to claims 16-18, 20, 21, 23, and 32-35 have 
been considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

12. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Adair (5,336,231) teaches a device with a shaft and closing 
elements. 

^ 3. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anh Tuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is (571) 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Julian W. Woo 
Primary Examiner 



IVIarch 27, 2006 



